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Office Action Summary 



Application No. 
10/069,400 



Examiner 



Applicant(s) 



Hoffmann 



Leigh Maier 



Art Unit 

1623 



Period to/Zr' UNG ° AT£ 0ftMS C ° mmUniCati0n aPPeam ° n tHe "** the correspondence egress! 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE / MONTHfS) FROM 
THE MAILING DATE OF THIS COMMUNICATION ~ MONTH(S > FR0M 

'^Z^^^: ^ ** PfOV ^ ° f 37 CFR 1 • 1 36 «" * " — t howeve, mavarep^ ^ « after SIX (6, MONTHS from tHe 

- Failure to rep* wrZ tr^t o^ * ^ MONTHS from the mai.ing date of «. ccLunicatbn. 

- Any reply received bv the Off™ l^JtZ T 1? _T 7 * MUS8 the appbcat,on t0 ^o™ 8 ABANDONED (35 U.S.C. 5 133) 
e^^ ^ — • *** - » — -en rf t^e V filed, may reduce any 

Status 

1 )□ Responsive to communication(s) filed on 




2a)D This action is FINAL 2 b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the mprit, k 

closed in accordance with the practice under Ex parte Quayle, 1 935 C. D 11 • 453 0 G 21 3 
Disposition of Claims ' 

4) 68 Claim(s) 1-14 

" — *s/are pending in the application. 

4a) Of the above, claim (s) 

_ ™ ■ ,s ' ar e withdrawn from consideration 

5) D Claim(s) 

■ is/are allowed. 

6) D Claim(s) 

's/are rejected. 

7) U Claim(s) 

— is/are objected to. 



8) 53 Claims 1-14 



Application Papers 

9) □ The specification is objected to by the Examiner. 



. are subject to restriction and/or election requirement. 



10)D The drawing(s) filed on 



is/are a) □ accepted or b)D objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(a) 

11) U The proposed drawing correction filed on j-. a ,n *™r~.„A ^ 

u . — 's- a)U approved b)U disapproved by the Examiner 

It approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D I Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f) 
a)U All b)D Some* c)D None of: 

1 • □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No 

3. □ Copies fpjM^^^^ in this National Stage 
See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) 
a) □ The translation of the foreign language provisional application has been received. 

15) U Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121 

Attachment(s) 

1) Q Notice of References Cited (PTO-892J „. n 
I—. 4] LJ Interview Summary (PTO-41 3) Paper No(s). 

2) U Notice of Draftsperson's Patent Drawing Review (PTO-948) si ("l w ♦■ , . « 

' 5 ' Li Notice of Informal Patent Application (PTO- 1 52) 

3) |J Information Disclosure Statement(s) (PTO- 1449) Paper No(s). 8) \J o^,. 
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DETAILED ACTION 



Election/Restrictions 
Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions whieh are no, 
so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR ,.499, applicant is « in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group I, claims l-!3, drawn to a composition comprising a charged active substance 
bonded to an oppositely bonded chitosan. 

Group D , claim 14, drawn ,„ method of preparing composition set forth above. 

The inventions Hated as Groups I and U do no, relate to a single genera, inventive concep, 
under PCT Ru,e ,3, because, under PCT Ru,e ,3.2, ,hey ,ac k the same or corresponding special 
technical features for the following reasons: 

Claim , is draw, to a pharmaceutical composition comprising a charged active substance 
and an oppositely charged chitosan. ROY e, a, (WO 99/36090 - supplied by Applicant) discloses 
nanoparticulate negatively charge* po^ucleic acids in combination with positively charged 
chitosan. See pages 22-27. 
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It is noted that the composition is recited as a product-by-process, but the patentability is 
judged on the product itself, which in this case appears to be anticipated by the product of ROY. 
It is further noted that the specification refers a German patent to define "nanosol," a critical 
definition in the instant invention. This is an improper incorporation by reference. 

It is further noted that claims 8-13 are "use" claims. As they are currently written, they 
appear to recite intended uses for the composition of claim 1. If they are amended to be "method" 
claims, more in keeping with US practice, they may be subject to further restriction. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a request under 37 CFR 1 .48(b) and by the 
fee required under 37 CFR 1. 17(i). 



Examiner's hours, phone &fax numbers 



te y JZZ C ? Ce ^ gMS C u 0mmunication or ear,ier communications from the examiner should 
be directed to Leigh Maier whose telephone number is (703) 308-4525. The examiner can 

normally be reached on Monday-Friday 7:00 to 3:30 (ET). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor Mr 
'Z ^^fstJt^.^ — '600, Art 
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Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the Technology Center 1600 receptionist whose telephone number is (703) 308- 

Visit the U.S. PTO's site on the World Wide Web at http://www.uspto.gov. This site contains 
lots of valuable information including the latest PTO fees, downloadable forms, basic search 
capabilities and much more. 



Leigh C. Maier 
Patent Examiner 
August 1,2003 



